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MUWt 3^T UfAfllt <b^|UI Mhim*i 
( f^tPT) 
siftrijiHi 

if 31 2001 


mw.fa. 53 (3T).—sfafa JTCTm ^TRjft fwr, 1945 cpr Wt«H Rptf % f^T ^frm 

ftqqf pHHpHRdd w, firR 3#? TOre afrcfa afo trem m rft aifaPm 1940 (1940 
RiT 23) eft «TRT 6 -HWRT (1) MRI (2) % (R) #r (^) % jm ^TfecT «TRT 33-^ 

ftf 1 % fa) m\ 5^tT #+ri4) RF 34^1 ^ «*1T snzjftfa, ft* ^THt 
d<+ftfa1 ^%'47Rl?IfaTTRRT^ t, «HTT *ft 3f^TT^TR ^ Rft 

3flT^ 

^J=RT ^TTcft %■ 5TT^T -qT rTUflTa- f^RT^ ^TRrT % J^cT^Tt, i^FT^ 

RF 3rf«^jxRT Heftier ftt Rift t, mm ft mmi ^T ft ^Tlft i fft ft ST^fa ft 
-HHlf^cI ft H^ld fft4T?fft4TRPRT 

sfaq m\ ^?tr, ftF fti ft, ftftr mm iYiftoni wfr m tilfaftft ftm imw 
3ftftftR^]|U| RTRfafeSFRHiUilft) *RR,ftfftft-l 10 001 ft ftt RT^ftt 
t I 


ftt Rftft RT ^TTRt IK, ft JU?R fftlft ft RR?T fftft ftft ft FR 5FFTC PdPftfe 

Rftftft ft?TC5imftft ftftRRU4FTfftTRftft I 


122 (il 2001 


(1) 











II—, .. 


_ — ■ .. AK 

1. ( 1 ) ^tfw=r^rmatRTTTOft (--iftifeR) feyr,2ooi ti 

(ii) ^ <mhsi ^ jRHsfM “ft di^Va l 

2. afhsrffar afRjram mift Th^m, 1945 4 - 

(y) rth XVI yyry?rfe^Pfeid afe-.^fad fey ^wtt, sfefcv-- 


%m xvi (y) 

feyy % fey a?rt$fey, ftr^T RT tjRpft afaM- % fePwfo r % anpiferoiftfer ^ 
arfr ^ amjffiy , ffog rt aftqPmy affr 3*t#» fe fenfr T fenyRTyyftRRnfe 
yt rth wt ^ % Piii uqWiiH isftyr arg wfed 

160-y, - an^ifey, tosr aft? afmftfer yt r??t yfet % far* arjRkR 
3F5^rT%tix»n%%%^ an^r- an-^fey, fog- afe affafefe % ffew % fey 

fafyfar ai^ffeyffei fet afefe ary^fey to y ?jyfe afafay y yfe fefefeui fe 
yi|c(ri yfefefey ai^-ifed ai^d feu, Rfe y cRiyf 7 r4) c h< u i fey y4 % Phtij anfeH 
40 3, WRyfacr, ?R fwrt % RFT XVI, XVII y XVIII % ^fl^Fft % fey 

?py *K°bK £RT fey^T 3RpTFR WlfecH'O fet, fefe ^0 RPT % afefe ‘ a^Hfed yfe'+.nV 

yy yy fey afe RRfe rtr ir arfefeyr y5t yfet aygyt R fefefev, 

yyg arfeyy a^fen yfaym yt ftfe aifeffer ynyifl fen fei^fe yfeyy 

5M 40 i[ 3TT^r fe W 4 afey fet yy: 

<rrj afe fe yfe agpfey R ytfeRy % fey 3yfer ar^yy % w Ry 
% iferc fey rtrt t fe fefe feRfey fefer aferfeyr yt yfet ar^gfet r fefefey 
arififey, y gyfe aifefefe fet yy y fefefen ny? yfe Ry «r 

nyyy? wt yfewiR yty fe afecife+i ferfeswfeferfent i 

RRefery - rft % yfeyr % fey, ferar ,aife gyfe atyfey yfer 

ang%, fe y gyfe afeffefe fe fefeqfei r ^gyr yfet yqfe 4 arfqfer I -afR 

fifenfeiri pt i 
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160 ^r, - wt u^q firofl an^te, fagqr^rrft sfafircf %% sfj- 
an fa m fr ul ^fr wiy H fry, m aftaftrat ^ *>?% % fro? 

j fUMinT ST^tT f^TT ^TT=TT fr 3fr~ ^ 3TfT^^ ’IsWui % 

0) ftrar atR atafaRt % MrrW ^ ^r sfR; ^r 

f^T^' 2 3=TFfV ^ ^pBrd, 3f|R 

q^^%farr, ^^f^mf % wtit%^5k i ^rt^r prr 41 

"4 33^31 '*1lM , l| 1 


(2) Wq 41 4 3T^ f^ ^ f^ ^ ^ 

[hh^PsIcT Jj’lcll ^iT 3H *JH I <n *1 ^^TT, > 

(i) 3qT^^, 

ijqpft "^WV ^ 5^frT % a^TeXT 3^f?S^T %, ^5TOf?T?T 

• ^^ i fcfci tfprt | ^f?t snarer & afoRt Ricraj^fRR f^ar rtrtt fawR fai 

fci^a ar^J ^n "?i% i 


(ii) (^) 3T1^RFaRJR cR^ % fRR 3#T^ftPTt % a^fq afa WRII ®TR R 


t^rj yi^,|(t ^RHTRR tr ^p[ ^Trl 31^1^1 ^rfj for Hi^f^efrf P1R 3RTt 


(^) 3TT^F 1$ a|fc+rF.ji aft TT^T ^ft aRRI Rt 3a% TIN fa?Wr % W1 A 

[H ql fqrf | in fH#>1d f^r ^T R^ftt 3tR W TRIRR Wl, ^R?#l faflH 3 fo# 

HRdl UM f^ta^T "& RR Rf RR M aT 3Rjfc, RT ^fTFft 4 fe^AnT^it R 
to aft fejft |r 3#r # ta ^t ^int ^ afa % mm to ai 

a^ft % f^TTT zn r*?t 3ti^Pt^, frr^r rt atiafaat aft rfrh, Rj^?n, aaiPi'ft ^ 

aifftR%^RR^ww£,aR^RRafa^RT vFjqaRaft# i 

(TT) 3^1 W^ft f ftai, frw RT ^Rpft sM^Rt aft R^RTR, R^TT, RRlM 3fR % 

f^TTT ttR ^TT fsR^STR cfR^ % pFlTi '¥lP : RT^ 7WT ’3 C TR®T ^TTRTT I 

(3) 3TT^t^ W ^TTf^TT^T feq %fRP 3tl#qTT 3TT^f^, R ^Ht % 

#T WIT ^ «TH ^ ^ iM^«W iM^ll Rt ^Ta^U RtR ^R3T1^ 

3R|l{ <^ J ll Rt Wlfa^Kl H^Ri f^T I 
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atfq^T RT R?TT 4 f^R% f?R 3RRRT ^t ?RtR fRRT Rt ^ R^lR % RRTH ^ 

^<^^3T^aR^RRRRtfRttRR3wR$qttR^RTTRTR^RIRt | 

(■El) RRttfRT y4RW<rll RfafaRT % fRRrT Mt$TR Rt ^ ^HT RT R RT% fRTT, 
3R q^FTC 4 R^T R?^ RFT RTR Rt RT # I affc sttf W % ftR RJRT RRRR RR 
qwnfRRRl rt ftft*TR rt^^ fr i w4pivmmi fafteTRtRt rt ftRri% r#t rt qf^ri 
^ftr c^ M$rt RRt ^rt afrr titf MsrRt Rt M RTR^rct ^ft Frott % w 

#r ^rti t|tt % ^|?jt 

RT MHH FrR RT TR^RRTt I 

(R) R-fftfRT JW>l¥flHl M-WT m 3RRRT R^RITt RT, WMf, RTR^R, 
ftffif ^-il'fi afoM Rt RR % 'HK'tHlRR oqfqn R RR RfRTT ^TKql4l f^Vl^Tl wNf^Tt 4 
^ RRt Rt R <#FR 3 RRt rl](c4R qfedM ^ R TO % RTtR-f RJRT 3RR7 

4 rr! qf^ani 4tt, # Rf-iVa uifwfr rt ^ fRi* R? fas^ arim ftftem ^ wnfl^ar 

3T^f^RT%RR^R%Rf^Rl}3^*^ I 

(R) Rffe 5TRRRRT RR R fw^RT % qftRWt Rt ft# RRT 43 RRTT I 

(T?) Rfc l°h*fl RPJ^f^R, fesT RT RTFtt aflqfa RT RJR R J 4 fR!7 R[4 R RHR ctqifeil RT 
R?ft RR RTR ^ eft RiRvilHI R^ Rt RR ^ ftR? RT Rr, TR^RtRiRRt RTTRT 

^ffer 3H^q'ir^a mfaRKt Rt Rfr i 

(R) R^Ttfer #RH RfafWT afa 3TTR R#T RR? tr fwfr % ^Htri qTr 
3#rfW -^RT# ^RMwT^ a^^lR IV^^arofaR^^HRTR fRRrt 

R Rdf^ RtRR Rk RnRt 3 #R^lR ^ 3 T:fTtfRT yR J IVIHI RtaR^R yPfrRt 

^r^RR rjtrrrH I 

(r) a^rfqwfR TRi f^Ri tRr RtoR fR ^ Iretr 3qk rR rtt RR 
Rf ^feR RqlaPsW RT R% I 

160-^r 3FpMR 3 PRR%TTRTRR^^rRrT- 5RR 41 R 3TR4Rr 3 T^r1RrrRR^ 
^rRrt r^rtR 3R qRwRT rHrr4 r^iT^i, rr#Rr, fc r ^ttR sIrIRr Rt RI 
^R rR Rt 5RRR4T R WRIT 3?lT M WIRT RR 3 3^ % 3T#r jq^f M^Rt fRT 

R^RT RR ^ fn'R^RT RRRTT 3^ ftR^Ri hF«R 3|R Ro(fq4l Rt R3 % f?R RfR fRR RR R 
tRR RIR^rT dM^R< Rt R%T R^t dfa FrvI^tI R^RiRrI % RRRTlfaR R^rfTRt Rt RTRR^ I 

160 -fRRT 160R4afRRferT^R R^RRR RRf%R 3fR 

RRcfk RR# tWT % MRR Fr^RT % qf^RTMl Rt iRf^R fr# RRTtRf Riwfr Rt llR 
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160-i? UTfofTft wfom - (1) 3^41 J#FEl4 ^T, 44t W3 % 

M^IrT, ?t, Pi*) Ref TfHNR ijt ^llrll ^4 e 3rf4PlMH % 3 t4Pt WHTR 

Pm 4| 3}4$TT4t 'ET MMH f^IT 4 Ml ^ 3fR 3T^4tgH ^4 rIMT ^PlPlMH % 3RfpT «HI^ 7 P7 PiMHl 
r 4 w# wr few w 4 4t re Pm 160 r 4 Rft?r f44rt r 4 f4r)4 mfer % rt? 

*IW4r44TR^r41 3 T^T^ttt | 


(2) Rfe j#wt 4 ^r ^it wrh r# star 4t re 3e4re wPjr rr ^tt afrr 

3Il4<i[R> r 4 441 % <ER U I 3^ "3R wft r 4 ^JRRT 4TT 4t 3T^rf fenr RT4 4 *$4 *^[4 r4 

^^TFft" ^n%tr | 

160-^-T|T*njft % R?Rlr| 3TfrlffeR Sn^TT - Rfe 3E|4)gR % f^r 3?fegH c# RTR# % W 

HR! R^ 3IRf4 % 44lT SffegR^ 3Tj4)gR Jnfw^t R^ RE ^f^TcT RR ^RT 4 % 3#|Rfa?T ^ tjft RR 
4 Rf ^ 3?f? 4 MR EM'4 R>t f44$nR 44? 'ERT RR %rTT ^ 4, Rfe 3^4 |<aH RTf4R>l4 EE 3li?ffWT 
f4f4lPTERTR^n4% WERT RE TRPIN 4 RTET ^ 1% 3Tfl) ^f4Trw44pRJ?E4EER 

<*RfeirrEET^4EEH^E41 4 3 -^hV-T 37^tT ER ETEET I I 

160-gi Heft^in - h4)eru i 4f<w affegH 0 ,ij ^4 w 3 rpteR 

3f|? Rfe <5'Et c t>l EE EIhimM 4 WET ^ 1% 3Fp4gE Rt) 3?4 aif^P-RH % 3 t44t °M|M El* 14 E 4) R>t 

YTrit EE MMH few RET ^ 4 EE 5RW 42 4 '1«f) c t»< u l EE5ETM EE w4 E4ET I 

160 3T ^< ^f EEEr E I E TTFT aft? ftlMMH - (1) -3T^H RlfWft, 3Fg4f4T MeIw T VI I Efr 

EE%E 44EEE4EE3TRm44%ETFETEf^4W3TT^ETf4TE4Ef4ETWE, faf^REn^E 
STIT, Iwf ^T% Wl «RTn? fR #, W RFT % 3l4fa 3 T^tT 3T^R ^ ift ^ ^ 
3Tn5^fg^7, *TT ^m 1 3f[Mp-lMi % JI^e! M<'sl RI Pm^M u i1 P»H^ ^?T^T 

wr|, 3TTg?TT4 5Tr^l?lrITMnTT^RTBrFft 3^fa % ^ 3^7 SR 

TMxTT |l ^ f4l d+lM)) <M 4 3T^4tfgrf SRTtEWETT YTrft 4 4 Pe 41 'TT ^IT 3lf4Pi , H 1 H 

3i^^R% >3i44iw^^f4T44BM44t44f44t^ ■3 t^h ; t^443rim^i^^ i 
(2) Pro 3j^4lfe n4tnYITRTT % 3f^4t^H ^ 4 th[HtT wI^TT MrMIgd cR fg^T T FTI 'k 

W 3TFftT ^ r1lll J 5( 4 44r HTTT % 4t?R TF^T RTMtR 3p4et ^ ^ >3^ 44t HREK 

RRtT TTRER % RRrfk f^pEoHI M^f4 ^ #4tM 4rHFT gRT gR ftfarT Pt^FI 3[4 TDTTg 4 
3i4Rjf4?r w 'MRdMl % 4^ %w?4 4 3 i4et PmiKT ^44 i 





(TsT) Sl'jqtH hWI 39 % 'sltllWlRlrl Ptlj 'flHJ'V 


xn^r40 

(fonr 160^7 ^fary) 

a^R+, fro 4T ^fr afaf^fr % f^r%f^r UM»\ % t^r 3^rf^nf^t 
3Tk ^r 37i^f^, f^g- 4t affair! 4i ft^t f^wW $ it^t tot ^r 

%f^H7 a^ltlFT % 3T5^H 4T h4Wi %f^TTT3U^T I 

(1) -44*4/ FT -3TT^f44>, fa^T 4T 

3tf^rqt 44 r^sTvM %fcl4 fqfWlui 4^4 %f?F 3T^*lf4T4lft4t 4Tf a^T^ aFj4f44>, 
zp-pft aM^rf % fHHfH^d* wit 4r ft% f^wW 4 FJ44 ^ft wrfwt 4FTR, 
TJ^rfT, 44lfcTZt affc ?lf^T 4^ TO 4*4 % fm ar^TtFT % 3FJ4R 4T 44f4TO % frnj 

(2) ft a#ffwr4?f4 f 4 arpj4t4 f44fe: atr?W4 fasr arpj4f447, 4T^TFft 344 M 

% Tt^r y 44 f3R% f<rH7 TO Ft FFTt: - 


arr^T aftr l^«a 

<jHI# 

1. 3trt 4 3ftr aaf<vi 

4#4 

2. ar% faf4r 

ar# 

3. 3T4T% a4r;4T4 T-ftrf 

41^-T, s#4><r1 'Jd4>q, FT4T, 
RT?psT, ^|4, ^T4lfm 4T4T, 

4. 4414 ^4 - f><iir-K t u W, 

5 - TO 

6. ^?r-4 

7. ^ot-^FT 

7T4FT RtTTKT 

8. cPrf- 4<4H 

9. F4T4T - frRT44 I T 

#FT 

10.4FFT -F[ 

FT4T 

11. f*TR-WT 


12. <%T - 44Tf 

fFTK 

13.4<4, '’jfeFT, 


14.4# 

fTFTTO 

15. 

4^7 

16. al'Jn-'^HH^ 

4>tFF, 4>McM, ^<HI 

17. FT?F ^ 

TT4 
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W^t41 

(fwr 160 - 33 ^ 311 ) 

^t ^TFft fgspsr % far? faf-Rfai ^ % fro a^^fenfort 

^ ak t snffe, fe *rr *jroft stafatf sfr? M^Wt r y^r ^rot wnft ^ 

^%f?TTT3T^Tl^T I 

a^rjt^T W34i«f> - 

(1) -- 

fnHfnPsid Md'll afftTO% fofanh 4 M^dd fllMfiWl Vj^dl, ddliVTfil 

'^l^l^ch, f^R* ^TT <|HIh1 


(2) W % fad Nlqtfl aft? wi % WIT^ 

-(fspfrsRT) afa-('HR Timr^qf^T) 

(3) 3H-j[*-ilm-^-d<*> Wcjrt bit'll I 


rfl^3- TOTTER- 

M'^R- 

Tf^f a^tfTO ^ %? 


TO- 




















Si ARY 




(1) 3 * 3 #^ 3^7 42 4 h4)^u| m 3^4tftci #m 4 w ^tw sfrr 

%'^Dh Piil^'ti'i % '^r*2<W*7? f=t»4i 

(2) # 3TT^W ^ % #R 3^4f<i4>, *TT 3M<# % f#ft 3FT 

M«a 4><HI 4lpdT ^ cit "3^" Pi<JR 160 *t dM^iforl >^M '3TT^7^F y^df'Vl % 

fat? 3^jfaw mfwft fa snfa^ wit fafa i m js vm ^iffa r fai 

fofsKllRci ^TOW^WTT I 

(3) favWtf ^ w % vriromr t=rfar A # 4fa #4# fa ft# fafafftt fa 

rtr^l<n tft ^l^fl I 

(4) 3tTfa^ a^TFR fa#ftt fa ?TT VFV % 3T# ^fat IT#7IRT % ?TcR ft # 

^##^fafaf^^rft^RT# I # H#YTT?n % *13^ 4 faf mR'^H #T fcftt 
^ 3F[#T, ^R rT4T 57#?f jfa*F?llHI % 3FT ft ^N4 fafaffa ft fa 

3T3^^#R WTT faf *R fa 

sfaft % fat? ftrffajW TWfa ^Tltfa I 


TI^tr42 

(fftw 160# fan?) 

•an^F, fft^ ^tt *pfat fafafar^rffaP4%fat? ffa-wfa 4#%fat? ai-pffti'Miftftt 
fa a# ft anfaff#, ffar *rr *pfa fafafa far 3# fftfft#T 4 s^j43 *frfa Tnfafa fa RTtar 
<Rft ftr fat? Ai^hI'aH % Hc[|cM' J I 5WM ^ I 


(1) SWlfarT ffalT ^fcTT £ fa --“fa --f#TcT 

#*R ft SfFJ^ffa, fe 4T fafafa % fanfaPdcT Wit ftft 3# fftfa# ft 
H<j<td <+W) TTFlfaft fa H<?^M, ^rll, 44lf<rfa fa? fafaf fa 4>T<ft % ffa? fatfa 

2001 fa 3 T^tT -M-jMKH fttfafa 4*T --ft- 

- .7^ % fori HcfrcM ui ^T frqi 1 14T % I 


3*Fj3f#, fe 4T 3M#T % 3T^t 








[^m n—Tsrrg 3 (i)] 




li 


(2) TO % faRMRW«T5F^lf^T - 

-(fa^tqr) -(qiwrwr 


ril'd *^l ——-- swIsflT'—*--————“ 

^TR- WTR- 

TRHT43 

(f*TO*T 160 -TT^farO 

wHv ii a i gm q *m f ^y^ i ?& ft# 

^HitJ ^ MhI % 3l#r d-H'ti) ^^ijlf^l oR <i^94i«t)- 

(2) ftlPmVll % dfl ^ ^FT fn^l ^ , 3^'l c +> 3fR dl0<9 31#T ‘d^dl *fcTT Mdl ^fT- 

(3) 'PJ-TT Wiki tdd rll'JVsi- 

(4) #fa *TT TIT# ^T R*T # ft #ft 3HVlftlr1 fr 

(5) f##TTft3lft[ITRT?^ ft W) W# ^ 3#TT ^TTT (3#ft qftuilftcT#ft)’* 

^T «fftT: 

(# ^T- ft^> # # 4tvc41 3# 'fthfftftj # 3[W ft ' I ^T fftlftntal ^>T HW 

(■’sr) <ftafti«t) 

(T) - 

(^) r##i # - 

CS) 3TWT^rn#S,^^tft- 
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(6) Hi TRsT RT % 7T%cT 7#rT R 311^}+, ftW ^TFft sflWSta 

% 3FPTTT ^ fcW^I % 9^114 I 

(7) aflT 3MW tl^R, ^cTT, *<M 3fa YlftfT eft T# I 

^ f^M c PK u ll Tl <r4 3 df»M< PlR't •1*^11 3lfaPl<w ^ 3T*ffar «HR[ 

R* Pi^h) 4 ^'^NR'Hlhrl HMcp W>TM1 "*i<=+-» ^iT 4ft^ I 


m/l«s- 

WFT- (T7m% VlffilH* «jfar1%!TTTWT) 

tfillw TT.- 

^tfr afftrmww- 

ftom: - aifcw ^r: for^ftTi Tiroft *ft i 


• ^rt‘Fipj T niV'3^‘<»»ic <0n4*{ i 


[Tf. %-n020/3/2000-^.ft.T (VT.fa.T)] 

T?i. Trg^ 


TMfemwfh- ^f^TlT^TF^^ T^.2840/45-1^1), rn^21 f^WT, 

1945 % SR\ J^lfYRT pff SIT aft? fw# W 7T- 6 (3T), cllft^ 

4. l .2001 % itrt fen tr i 1.5.1979 w£ m\ TmtfRT afafa afa 
SRIRT TTFoft fwr, 1945 TRTSR 3fa 9*4 R HTRR (TW^T ItHFT) % 
w^ivr, fwt afr^rffeT <3k iram wrft atfafwr, 1940 
6i)i^3irfc:|‘i 
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MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Indian Systems of Medicine and Homoeopathy) 
NOTIFICATION 
New Delhi, the 31st January, 2001 


G. s. R. 53(E). yh e following draft of certain rules further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government after consultation with the Ayurvedic, Siddha and 
Unani Drugs Technical Advisory Board proposes to make, in exercise of the powers conferred by 
clause(a) of sub-section(l) of section 33-N read with sub-Section(l), clauses(d) and (f) of Sub- 
Section^) of Section 6 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as 
required by the said section for the information of all persons likely to be affected thereby and 
notice is hereby given that the said draft rules will be taken into consideration after the expiry of a 
period of forty-five days from the date on which copies of the Official Gazette in which this 
notification is published, are made available to the public; 


Objections or suggestions, if any, may be addressed to the Secretary, Department of Indian 
System of Medicine and Homoeopathy, Ministry of Health and Family Welfare, Indian Red Cross 
Society Building, New Delhi ~ 110001; 


Any objection or suggestion, which may be received from any person with respect to the said 
draft rules within the period specified above will be taken into consideration by the Central 
Government. 


DRAFT RULES 

1. (i). These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 2001 

(ii) They shall come into force on the date of final publication in the Official Gazette; 

In the Drugs and Cosmetics Rules, 1945, - 
(a), after Part XVT, the following shall be inserted, namely- 


2. 




160- A.- Application for grant of approval for testing Ayurvedic, Siddha and Unani 
drugs - Application for grant or renewal of approval for carrying out tests or analysis 
for identity, purity, quality and strength of Ayurvedic, Siddha or Unani drugs or the raw 
materials used in the manufacture thereof on behalf of licensees for manufacture for sale 
of Ayurvedic, Siddha or Unani drugs, shall be made in Form 40 to the licensing authority 
appointed by the State Government for the purposes in Part XVI, XVII or XVIII of these 
rules, as the case may be and referred to as the “approving authority” under this Part and 
shall be accompanied by an inspection fee of Rupees six thousand in respect of 
Ayurvedic, Siddha or Unani drugs specified in First Schedule to the Act: 

Provided that the applicant shall furnish to the approving authority such additional 
information as may be required by him in connection with the application in Form 40: 

Provided further that if the application for renewal of approval is made within six 
months of such expiry, the inspection fee payable shall be rupees six thousand plus an 
additional inspection fee at the rate of rupees one thousand per month in the case of 
testing or analysis of Ayurvedic, Siddha or Unani drugs specified in First Schedule to the 
Act. 

Explanation.- For the purpose of this Part, the words “Ayurvedic, Siddha and Unani 
drugs” shall also mean and include the raw materials used in the manufacture of 
Ayurveda, Siddha, or Unani drugs, as the case may be. 
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160 -B.- Form in which approval to be granted for carrying out tests on 

Ayurvedic, Siddha or Unani drugs on behalf of licensees for manufacture of 

Ayurvedic, Siddha or Unani drugs and conditions for grant or renewal of such 

approval. -(1) Approval for carrying out such tests or analysis of identity, purity, quality 
and strength of Ayurvedic, Siddha and Unani drugs as may be required under the 
provisions of these rules, on behalf of licensee for manufacture of Ayurvedic, Siddha 
and Unani drugs shall be granted in Form 41. 

(2) Before approval in Form 41 is granted or renewed, the following conditions shall 
be complied with by the applicant namely:- 

(0 The premises where the tests or analysis are carried out shall be well lighted and 
properly ventilated except where the nature of tests of any Ayurvedic, Siddha or Unani 
drug warrants otherwise. Wherever necessary, the premises shall be air-conditioned so as 
to maintain the accuracy and functioning of laboratory instruments or to enable the 
performance of special tests such as sterility tests and microbiological tests 
(ii) (a) The applicant shall provide adequate space having regard to the nature and 
number of samples of drugs proposed to be tested: 

Provided that the approving authority shall determine from time to time whether the 
space provided continues to be adequate. 

(b) The applicant shall provide a list of persons who are or may be employed with 
them as experts, who shall posses at least a degree from a recognized University or 
equivalent in Chemistry, Botany, Degree in Ayurved-Siddha or Unani/ Bachelor in 
Pharmacy and having experience as such for at least 2 years for carrying out tests or 
analysis as per the Ayurvedic, Siddha or Unani pharmacopoeias or wherever tests are 
available for identity, purity, quality and strength of Ayurvedic, Siddha, or Unani drugs. 
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(c) The applicant shall provide equipments essential for carrying out 

tests or analysis for identity, purity and strength of Ayurvedic, Siddha, or Unani drugs. 

(3) The applicant shall provide and maintain suitable equipment having regard to the 
nature and number of samples of Ayurvedic, Siddha or Unani drugs intended to be tested 
or analysed which shall be adequate in the opinion of the approving authority. 

(4) The testing or analysis of Ayurvedic, Siddha and Unani drugs, as the case may be, 
for identity purity quality and strength shall be carried out under the active direction of 
one of the experts referred to 2(b) above who shall be the person in charge of testing and 
be held responsible for the reports of test or analysis issued by the applicant. 

(5) The testing or analysis of Ayurvedic, Siddha or Unani drugs, as the case may be, 
for identity, purity, quality and strength shall be carried out by persons whose 
qualifications and experience of testing are adequate (not below the degree qualification) 
as mentioned in 2(b) in the opinion of the approving authority. 

(6) The applicant shall provide books of standard recognised under the provisions of 
the Act and the rules made thereunder and such books of reference as may be required in 
connection with the testing or analysis of the products for the testing or analysis of which 
approval is applied for. 

(7) The applicant shall provide list of standard Ayurveda, Siddha or Unani drugs 
recognised under the provisions of the Act and rules made thereunder and such reference 
samples kept in the laboratory may be required in connection with the testing or analysis 
of the products of which approval is applied for. 

160 - C.- Duration of approval-An approval granted in Form 41 or renewed in Form 42 
unless sooner suspended or withdrawn, shall be valid for a period of three years from 
the date on which its is granted or renewed: 
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Provided that if an application for the renewal of an approval in Form 40 is made 
' before its expiry or if the application is made within six months of its expiry after the 
payment of the additional inspection fee, the approval shall continue to be in force until 
orders to the contrary are passed on the application and the approval shall be deemed to 
have expired if the application for its renewal is not made within six months of its expiry 
160 -D.- Conditions of approval - An approval in Form 41 shall be subject to the 
following general condition namely 

(a) The laboratory granted approval under this Part (hereinafter referred to as the 
approved laboratory) shall provide and maintain adequate staff and adequate premises 
and equipment as specified in rule 160 (B). 

(b) The approved laboratory shall provide proper facilities for storage so as to 
, preserve the properties of the samples to be tested by it. 

(c) The approved laboratory shall maintain records of tests for identity, purity, quality 
and strength carried out on all samples of Ayurvedic, Siddha or Unani drugs and the 
results thereof together with the protocols of tests showing the readings and calculation in 
such form as to be available for inspection and such records shall be retained in the case 
of substances for which an expiry date is assigned for a period of two years from the 
expiry of such date and in the case of other substances for a period of six years. 

(d) The approved institution shall allow the Inspector appointed under this Act to 
enter with or without prior notice the premises where the testing is carried out and to 
inspect the premises and the equipment used for test and the testing procedures 
employed. The laboratory shall allow the Inspectors to inspect the registers and records 
maintained under these rules and shall supply to such Inspectors such information as they 
may require for the purpose of ascertaining whether the provisions of the Act and rules 
made thereunder have been observed. 
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(e) The approved laboratory shall from time to time report to the approving authority 
any changes in the person-in-charge of testing of Ayurvedic, Siddha or Unani drugs or 
the expert staff responsible for testing, as the case may be, and any material alterations in 
the premises or changes in the equipment used for the purposes of testing which have 
been made since the date of last inspection made on behalf of the approving authority 
before the grant of renewal of approval. 

(f) The approved laboratory shall furnish reports of the results of tests or analysis in 
Form 43. 

(g) fn case any sample of Ayurvedic, Siddha or Unani drug is found on test to be not 
of standard quality, the approved institution shall furnish to the approving authority and 
the licensing authority of the State where the manufacturer and/or sender of the 
Ayurvedic, Siddha or Unani drugs is located, with a copy of the test report on the 
sample with the protocols of tests applied 

fh) The approved laboratory shall comply with the provisions of the Act and rules 
made thereunder and with such further requirements, if any, as may be specified in the 
rules subsequently made under Chapter IV - A of the Act of which the approving 
authority has given the approved laboratory not less than four months’ notice. 

(i) The approved laboratory shall maintain an inspection book to enable the Inspector to 
record his impression or defects noticed. 

160 - E.- Inspection before grant of approval-Before an approval in Form 41 is 
granted, the approving authority shall cause the laboratory at which the testing of 
Ayurvedic, Siddha or Unani drugs, as the case may be, is proposed to be carried out to 
be inspected jointly by the Inspectors appointed by the Central Government and a State 
Govern men' un ler section 33-G who shall examine the premises and the equipment 



[ hht II—tsrrs 3(i)] 




19 


intended to be used for testing of drugs and inquire into the professional 
qualifications of the expert staff who are or may be employed by the laboratory. 

160 - F.- Report of inspection-The Inspectors of the Department of Indian Systems of 
Medicine and Homoeopathy, of the Central Government referred to in rule 160 - E shall 
forward the approving authority a detailed report of the results of the inspection within 
two weeks of the date of such inspection. 

160 — GProcedure of approving authority, - (1) If the approving authority after such 
further enquiry, if any, as he may consider necessary, is satisfied that the requirements 
of the rules made under the Act have been complied with and that the conditions of the 
approval and the rules made under the Act have been observed, he shall grant approval 
in Form 41 within four weeks of the receipt of report of the Inspectors mentioned in 
rule 160 - F. 

(2) If the approving authority is not so satisfied, he shall reject the application and 
shall inform the applicant of the reasons for such rejection and of the conditions which 
must be satisfied before approval could be granted. 

160 - H Further application after rejection-If within a period of six months from the 
rejection of an application for approval, the applicant informs the approving authority 
that the conditions laid down have been satisfied and deposits inspection fee of Rupees 
two thousand, the approving authority may, if, after causing a further inspection to be 
made and is satisfied that the conditions for grant of approval have been complied with, 
grant the approval in Form 41, 

160 - L- Renewal-On an application being made for renewal, the approving authority 
may after causing an inspection to be made and if satisfied that the conditions of the 
approval and the rules made under the Act have been complied with, shall issue a 
certificate of renewal in Form 42 

Oil i 3onl - U, 
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160-J.- Withdrawal and suspension of approvals. - (1) The approving 
authority may, after giving the approved laboratory an opportunity to show cause why 
such an order should not be passed, by an order in writing stating the reasons therefor, 
withdraw an approval granted under this Part or suspend it for such period as he thinks fit 
either wholly or in respect of testing or analysing of some of the categories of Ayurvedic, 
Siddha or Unani drugs to which it relates, if in his opinion the approved laboratory had 
failed to comply with any of the conditions of the approval or with any provision of the 
Act or the rules made thereunder 

(2) Any approved laboratory institution whose approval has been suspended or 
withdrawn may within three months of the date of the order, appeal to the State 
Government which shall dispose of the appeal in consultation with a panel of competent 
persons appointed by the Department of Indian Systems of Medicine and Homoeopathy, 
Government of India in this behalf and notified in the Official Gazette 


b) in Schedule A, after Form 39, the following Forms shall be inserted, namely:- 

FORM 40 
(See rule 160 - A) 

Application for grant or renewal of approval for carrying out tests on Ayurvedic, 
Siddha or Unani drugs or raw materials used in the manufacture thereof on behalf of 
licensees for manufacture for sale of Ayurvedic, Siddha or Unani drugs 

(1) *L/We of hereby apply for the 

grant/renewal of approval for carrying out tests of identity, purity, quality and strength 
on the following categories of Ayurvedic, Siddha or Unani drugs or raw materials used 
in the manufacture thereof on behalf of licenses for manufacture for sale of Ayurvedic, 
Siddha or Unani drugs 



(2) *Categories of Ayurvedic, Siddha or Unani drugs other than those 
specified in the first schedule to this Act for which testing will be carried out: 


AYURVEDA AND SIDDHA 


UNANI 


1. Asava and Arista 

2. Arka- Tinir 

3. Avaleha and Paka - Ilakain 

4. Kvatha Cuma- Kutinir Curanam 

5. Guggulu 

6. Ghrta - Ney 

7. Chuma - Curanam 

8. Taila-Tailam 

9. Dravaka - Tiravakam 

10. Lavana-Uppu 

11. Ksara - Saram 

12. Lepa - Pacai 

13. Vati, Gutika - Kulikai 

14. Vartti - 

15. Nctrabindu 

16. Anjana - Kanmai 

17. Sattva-Sattu 

18. Kupipakva Rasayana- Kuppi Ccnturam 

19. Parpati 

20. Pisti 

21. Bhasma - Parpam 

22. Mandura - Atai Kutinir 

23. Rasayoga - Ccnturam 

24. Lauha 

25. Ghana Sattva 

26. Kvath Piavahi - Kutinir 

27. Ganak (Syrup)- Manappaku 

28. Tablet - Mattirai 

29. Capsule 

30. Ointment - Kalimapu 

31. Phalvarti 


Nabeez 

Majoon , Itrifal Gullnd, Halwa, Lashookh, 
Luboob, Jawarish, Dawa,Khamccra, Laooq, 
Safoof Johshanda 


Safoof 

Roughan 

Namak 

Khaar 

Zimad 

Habb 

Shiyaf 

Qutoor 

Kohal, Kajal,Surma 
Satt 


Kushta 


Joshanda 

Sharbat 

Qurs 

Marham 

Humool 


32. Dhoomravarti/Doopan Bhakhoor 

33. Kshar Sutra/Kshar Varti 

34. Single drugs' 

(a) Plant based Nabati 

(b) Mineral based drugs Maadani 

(c) Metal based drugs Ajsad 

(d) Animal based drugs Haiwani 

(e) Synthetic drugs. 


(f) Any other Ayurvedic Siddha, Unani formulation 
35 Any other form of Patent & Proprietary & 
-Ayurvedic, Siddha, Unani Drug 


Jauhar 

Natool 


(Sublimation) 
(Nasal drop) 
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(3) Names, qualifications and experience of experts employed for testing and 
the person-in-charge of testing. 

(4) List of testing equipment provided. 

(5) *I/We enclose a plan of the testing premises showing the location and area 
of the different sections thereof 

(6) An inspection fee of rupees . has been credited to 

Government under the head of account. 

Dated . Sigtiature . 

Full Address of the Applicant 


* Delete whichever is not applicable. 

FORM 41 
(See rule 160 - B) 

Approval for carrying out tests or analysis on Ayurvedic, Siddha or Unani drugs 
or raw materials used in the manufacture thereof on behalf of licensees for manufacture 
for sale of Ayurvedic Siddha or Unani drugs. 


Number of approval and date of issue: 

(1) Approval is hereby granted to . f or 

carrying out tests for identity, purity, quality and strength on the following categories of 

Ayurvedic, Siddha or Unani drugs and the raw materials used in the manufacture thereof 
on the premises situated at 

Categories of Ayurvedic, Siddha or Unani, drugs 


(2) Names of experts. employed for testing and the person-in-charge of testing 

.(experts) and.(person in charge) 

(3) The approval shall be in force from ..to 


(4) The approval is subject to the conditions stated below and such other conditions 
as may be specified in the rules for the time being in force under the Act. 


Date . 

Place . 


Signature . 

Designation . 

Seal of State Licensing Authority 


























Conditions of Approval 


(1) This approval and any certificate of renewal in Form 42 shall be displayed 
in the approved premises and shall be produced at the request of the 
Inspectors appointed under the Act 

(2) If the applicant wishes to undertake during the currency of the approval 
the testing of any other category of Ayurvedic, Siddha or Unani drugs it 
should apply to the approving authority for necessary endorsement as 
provided in Rule 160 A This approval will be deemed to extend to the 
items so endorsed 

(3) Any change in the experts or in the person-in-charge of the testing shall be 
forthwith reported to the approving authority 

(4) The applicant shall inform the approving authority in writing in the 
event of any change of the constitution of the laboratory operating under 
this Form Where any change in the constitution of the laboratory takes 
place, the current approval shall be deemed to be valid for a maximum 
period of three months from the date on which the change takes place 
unless in the meantime, a fresh approval has been taken from the 
approving authority in the name of the laboratory wnth the changed 
constitution 


FORM 42 
(See rule 160 -1) 

Certificate of renewal for carrying out tests or analysis on Ayurvedic, Siddha or 
Unani, drugs or raw materials used in the manufacture thereof on behalf of licensees for 
manufacture for sale of Ayurvedic, Siddha or Unani, drugs 

(1) Certified that approval number granted on 

the day of 2000 for carrying out tests of identity, purity, quality 

and strength on the following categories of Ayurvedic, Siddha or Unani, drugs and the 
raw materials used in the manufacture thereof at the premises situated at 

has been renewed from to 

Categories of Ayurvedic, Siddha or Unani, drugs 


(2) Names of 
in charge) 


experts and the persomin-charge of testing 
(experts)and (person 


Dale 

Place 


Signature 

Designation 

Seal of State Licensing Authoi tty 



FORM 43 
(See rule 160 - F) 


Report of test or analysis by approved Laboratory 

(1) Name of manufacturer from whom sample received together with his 
manufacturing licence number under the Act or the rules made thereunder. 


(2) Reference number and date of the letter from the manufacturer under which 
the sample was forwarded. 


(3) Date of receipt of the sample, 


(4) Name of Ayurvedic, Siddha or Unani, drug or raw material purporting to be 
contained in the sample. 


(5) Details of raw material or final product (in bulk finished pack)* as obtained 
from the manufacturer: 

a) Original manufacturer’s name in the case of raw materials and drugs repacked 

b) Batch number. 

c) Batch size as represented by sample. 

d) Date of manufacture, if any. 

e) Date of expiry, if any. 

(6) Resplts of test or analysis with protocols of test or analysis applied or as per 
Ayurvedic, Siddha or Unani Pharmacopoeial standards. 


(7) Other specific tests for identity, purity quality and strength of Patent and 
Proprietary drugs. 
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In the opinion of the undersigned, the sample referred to above is of standard 
*quality/is not of standards quality as defined in the Act or the rules made thereunder 
for the reasons given below. 


Date (Signature of the Per$on-in-Charge of testing) 

(F.NO.) 

Place Name & Designation .. 

Note: Final product includes repacked material 

*Delete whichever is not applicable. 


[No K-11020/3/2000-DCC(ISM)| 
L PRASAD. Jt Secy 


Foot Note:- The Principal Rules were published in the Official Gazette vide 
Notification No.F.28-10/45-H(l) dated 21 s1 December, 1945 and last 
amendment vide GSR No. 6(E) dated 4 1.2001. The Drugs and Cosmetics 
Rules, 1945 as amended up to 1.5.1979 is contained in the publication of 
the Ministry of Health and Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Act, 1940 (PDGHS- 61) 
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